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DETAILED ACTION 
Election/Restrictions 

This application contains claims directed to the following patentably distinct 
species: The various triblock copolymers in claims 11,13,29 and 31. The species are 
independent or distinct because the triblock copolymers are materially different in that 
they do not have the same sequence of blocks (PLA-PEG-PLA and PEO-PLA-PEO), 
thus the triblock copolymers would have materially different properties and a search for 
one species would not necessarily result in a full search for the other copolymer. This 
would put an undue burden on the examiner in regards to search purposes and thus an 
election of species is deemed necessary. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 11,13,29 and 31 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
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the election, applicant must indicate which are readable upon the elected species. 
MPEP§ 809.02(a). 

During a telephone conversation with CAMERON KERRIGAN, the attorney of 
record for application number 10/718,976 on 3/8/2007 a provisional election was made 
without traverse to prosecute the species of triblock copolymers recited in claims 1 1 and 
29. Affirmation of this election must be made by applicant in replying to this Office 
action. Claims 13-14 and 31-32 are withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 4,15,22 and 33 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Specifically the claims recite a 
limitation in which the di-block or tri-block copolymers are hydrolyzed, there is 
inadequate written support within the specification for these limitations. The 
specification recites that the block copolymers can be hydrolyzed under conditions that 
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can be selected by those of ordinary skill in the art. See [0057] of US Pub 
2005/01 12170. This recitation does not adequately describe how the hydrolysis is 
performed or the expected results; there is insufficient information within the 
specification to produce the claimed hydrolyzed block copolymers. Applicants have not 
shown at the time of the invention that they had possession of the invention recited in 
claims 15 and 33. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1-12,15-21,23-30 and 34-36 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Yang et al. (US 6,258,121 B1 , disclosed by applicants). 
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Yang teaches a stent having a polymeric coating for controllably releasing an 
included active agent, the coating comprises polymeric materials and blends thereof 
selected from polymers such as polycaprolactone (PCL), polyhydroxybutyrate (PHB), 
poly(lactide-co-glycolide) and preferably PLA-PEO copolymer for example. See 
abstract, col 4 lin 4-22. Regarding the limitation that the PLA-PEO copolymer is a 
triblock, Yang incorporates by reference the PLA-PEO copolymers of Kim et al (US 
5,548,035) who teaches the use of PLA-PEO-PLA blocks. See col 5 lin 5-7. Kim's 
copolymers also meet applicants claimed integer range for n and m in claims 10,12,28 
and 30. Regarding claims 4 and 15 the limitation that the di-block or tri-block 
copolymers are hydrolyzed does not give the claim any patentable distinction from 
Yang. By further processing the copolymers by hydrolysis applicants are essentially 
shortening the PLA segments by degrading them, therefore the copolymers will 
essentially have a range of different sized PLA units. This is not seen as being 
patentably distinct from Yang's copolymers synthesized by coupling PEG to PLA, in 
which PLA if synthesized or purchased from a commercial source will have numerous 
lengths with varying molecular weights, therefore the additional treatment claimed by 
applicants does not give the claim any patentable distinction from the Yang reference. 
Both methods to make the copolymer would essentially result in PLA blocks of varying 
lengths, therefore the claimed invention is the same because the claims are to a 
medical article not the method to polymerize the coating. 

Claims 1-9,15-27 and 34-36 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Schwarz et al. (US 2003/0203000 A1). 
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Schwarz teaches therapeutic-agent-loaded polymeric carriers that can be used 
as medical device coatings such as stents, the polymeric carrier can comprise a blend 
of polymers such as PEO-PLA copolymer, PCL, PHB and polyhydrovalerate for 
example. See [0009], [0016]-[0018],[0028],[0031]-[0032]. Regarding claims 4 and 15 the 
arguments from above are incorporated herein as well. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-12,15-30 and 33-36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Yang et al. (US 6,258,121 B1, disclosed by applicants) in view of 
Okadaetal. (US 6,113,943). 
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Yang is disclosed above. 

Yang does not disclose a hydrolyzing treatment of the PEO-PLA copolymers to 
be incorporated into the stent coating. 

Okada is used only for the disclosure within that it was advantageous to 
hydrolyze a polylactic acid for sustained release preparations. The disclosed advantage 
was that the hydrolyzed lactic acid provided a sustained release preparation with a 
small initial burst of active ingredient, this is in contrast to polylactic acid formed from 
ring-opening polymerization in which the sustained release provided a large initial burst. 
The skilled artisan could forsee from the disclosures of Yang and Okada that PLA-PEG- 
PLA copolymers would also be susceptible to a hydrolyzing step, this is obviously so 
because PLA block is the same and the PEG block would not undergo hydrolysis 
because only the outer shell (PLA) of the copolymer will undergo hydrolysis, thus only 
the PLA portion of the block would be effected by the treatment. 

It would have been prime facie obvious to a person of ordinary skill in the art at 
the time the claimed invention was made to combine the art described in the documents 
above because Yang discloses all of applicants claimed invention except a hydrolyzing 
treatment processing step of the PEO-PLA copolymers to be incorporated into the stent 
coating, while Okada disclosed hydrolyzed PLA was already known in the art at the time 
of the invention. The motivation to combine the above documents would be to provide a 
coated stent with a block copolymer comprising hydrolyzed PLA that would provide a 
sustained release of a bioactive agent. The advantage of such a stent coating would be 
that the hydrolyzed lactic acid would provide a sustained release with a small initial 
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burst of active ingredient. Thus, the claimed invention, taken as a whole was prima facie 
obvious over the combined teachings of the prior art. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman^ F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long/, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-9,11,15,18,19-21,23-27,29 and 36 are rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-19 
of U.S. Patent No. 7,169,404 B1. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because both claim a stent coating 
comprising a di-block or tri-block copolymer comprised of PLA and PEG and an active 
agent. 

Claims 1-12,15-21,23-30 and 34-36 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 
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1,17,24-26,37,68-78 of copending Application No. 10/925257. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because both 
claim a stent coating comprising a di-block or tri-block copolymer comprised of PLA and 
PEG blended with other polymers such as PCL and an active agent. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571) 272-7838. The examiner can normally be reached on 
8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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